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Application/Control Number: 1 0/727, 1 24 Page 2 

Art Unit: 1732 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-17, drawn to a method for fabricating microneedles, classified in 
class 264, subclass 496. 

II. Claims 18-21 , drawn to a microneedle structure, classified in class 604, 
subclass 329. 

The inventions are independent or distinct, each from the other because: 

Inventions I and II are related as process of making and product made. The 
inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make another and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
(MPEP § 806.05(f)). In the instant case the products as claimed can be made by other 
processes such as machining— ie, cutting, drilling or boring— a workpiece to make the 
desired microneedle structures. 

Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art in view of their 
different classification, restriction for examination purposes as indicated is proper. 

During a telephone conversation with Mr. Huston on February 9, 2007 a 
provisional election was made with traverse to prosecute the invention of Group I, 
claims 1-17. Affirmation of this election must be made by applicant in replying to this 
Office action. Claims 18-21 have been withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 
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Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1.143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. . 

Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C.103(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

2.Claims 10 and 14 are rejected under 35 U.S.C ; 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 
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Claim 10, lines 1-3, the followings lack antecedent basis: "said independent 
microstructure layer", "said hardened moldable material" and "said microstructure layer". 
Claim 14, lines 2-3, the followings lack antecedent basis: "said mask" and "said 
microneedle array structure". 

3.The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Prausnitz et al (see col. 19, lines 1-13; col. 21, line 49 through col. 22, line 5; col. 22, 
lines 51-52; col. 23, lines 39-64). 

The applied reference discloses the basic claimed method for fabricating microneedles 
including the steps of providing a substrate material, coating it with at least one layer of 
photoresist and patterning the photoresist with a plurality of microstructures using 
photolithography— see col. 21 , lines 49-58. Prausnitz et al also teaches other aspects 
of the claimed invention, including an acid dissolvable sacrificial layer (see Example 4), 
the instant photoresist and substrate materials (col. 21, line 55; col. 22, line 1) and that 
a polymeric (ie, epoxy, SU-8) micromold would be used to mold the microneedles using 
known plastic molding— ie, injection molding- techniques. Essentially, the applied 
reference lacks a clear teaching of separating the patterned photoresist from the 
substrate (as recited in claim 1) to make the microneedle structure and the aspect of 
coating the patterned photoresist with a moldable material and allowing the moldable 
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material to harden "using a soft lithography procedure" as required in claims 9 and 11. 

Given the state of the art and the overall disclosure of Prausnitz et al, such would have 

been clearly obvious features. It surely would have been obvious form Prausnitz et al to 

employ a resist made mold and simply peeled this off from the substrate to form an 

initial microneedle array (mold) and soft lithography— ie microcontact printing— is quite 

well known in the art and would have been an obvious modification over injection 

molding. Prausnitz et al teaches hollow needles. The applied reference also teaches 

employing specialized photoresists in combination with different greyscale masks to 

arrive at the desired degree of tapering of the needle structures— see col. 22, lines 35- 

45. It is submitted that a two-part photoresist is well known in the art and would have 

been obvious over this disclosure, as such would merely constitute an obvious way of 

forming the desired tapered microstructure. Concerning the breakaway feature of the 

microneedles and the manner of use, applicant is referred to the passage bridging 

columns 23 and 24, wherein the manner of use is clearly shown. It is submitted that 

the break-away feature would have been obvious over the peel-away backing disclosed 

at column 24, lines 26-36. 

4.The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
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F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer incompliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-17 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-7 of U.S. Patent No. 6,663,820. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the instant claims are much broader than those of the 
aforementioned US Patent, and both sets of claims essentially set forth similar methods 
of making microneedle structures. It is well within the skill level of the art to eliminate 
unnecessary steps and it would appear that this is the extent of the differences between 
the claims of US Patent -820 and the instant claims. 

5.Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mathieu D. Vargot whose telephone number is 571 272- 
121 1 . The examiner can normally be reached on Mon-Fri from 9 to 6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Johnson, can be reached on 571 272-1176. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




M. Vargot 
March 5, 2007 



Mathieu D. Vargot 
Primary Examiner 
Art Unit 1732 



